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NEW DELHI, THURSDAY, AUGUST 10, 2006/SRAVANA 19, 1928 


WW 3ftr MftW ' 4>'Wm i RdIHq 
3lf^ERT 

TOf feft, 4 svm, 2006 

RT.TOT.fTO 471(31).—sfftfa 3?ft WTOT WRTfa^FT, 1945 TOT sfa WtTOT TOT^ ^ %R TOfim tWTf TOT PHHfdta 
TOTOT, fTOR TORffa TOTOTR TORfa sfaRTOTOT wnfl 3#m, 1940 (1940 TOT 23) TOT TOR 12 sfk TOR 33 TOR WT TOT 

RRlR TORt 1^, sfNfa dTOdtTOt ■Udl^'+K TO^ ^ WT?t ^ WTT TORcft t, 3TOT TORTOt TOt 3R8JT3RTC ^ RRt TOt 

*rffTOTCt TOt %tr fTOTO# TOR*! ¥RTfTOT ift TOT TTOTTOTT i, TOTOTfTOR fTOTOT TORT t TJTOR TOt TOTRt t fTORTOT TO?R fTOTORf RT - 3R 

, fronrot rtorto TOt 3ifari trorrf ^ y^ifviei tot tot# t, totocjt TOt tow tor It wirot t, %#r froro TOt 

3TTOfR TO»t RETpR TOt TO^r fq-c(K P*>qi WRTO; 

3TT^1 TO TpTTTO, TO^TO^l^ RfTOTO, RRT*TO sfc-qftcfR TOeTOFI RTOTdTO, TOW 1KTOR, ft*lW RTOTO, t^wft-110011 TOt 

TOTOTOTTTTOft; 

TtR fTORt 31T#? TO T^RTO RT ait, TOTOTO RTTOR fTOTORf ^ TRTO 3 TORT TORT 31TOfR TO»t ’HMlf c <1 if ^ fTORt ^RfTOR ^ 

TORT R RTOtRT, TOt**!*! RRTOTR "SRT iTOTOK fTOTOT TORTOT : 

RTTSTO f^TTOR 

1. (1) ftTORt TOT Tff$M TOR aftrofa 3fk TRITTOT WWt (TFllTOT) fTOTOR, 2006 t I 

(2) *t Wfl RTO£ affiPT yTORH TOTt RRtl3 TOt 3^1 #tl 

z s^ftq sfrr "srarTOT TOroft t^ror, 1945 

(1) 3ppj3t ^,- 

(i) TOR TOjTOTO 12 TOt yfdf^^T ^ TO! RT PlHPdRsid TITO TORTO, 3Rlf^ :- 


afhrfsr tot to? 


3cf RTRETOT: <4^41^1 TOt TOH TOeft sfl^fRTO 


: — 


of^t RRTf^r ■RtRT 3#tT ^ 


3Tf#fTO? TO STATOR 4 •% 3?k TOR3^ 3T4td TOTR TR 

tTOTR froTO' 3T^81T TOt f tro ^ iTORfdfW TOTcff ^ 3T#r 
HR RTO f4shq 3R^rfro 33ct J fd WTR TOR : 


2451 GI/2006 


(1) 





THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II— Sec. 3(i)] 


^-. — . - _£ 

ohl civ 


1. ^ RT Ffe Ft # Rjfe’ RT R?J3ff 3 % RRFT 

FRT t, RF W ^ rWt ffe ^ swffe 
R^Ttf l 

2. rtW WfeW i 


3. RtW RfefetRF W, W rtr ar« wnro feW 
it i 

4. otrW W-Mrf, Wk r?Rf feffei R 

fet :— 

(1) *5! ReT 4K^H-0.30 ftf.TIT. 

(2 ) Peifei RN^d-O.15 fRRT. 

WTTfefs^jfeRT^O.03 fR.RT. 

(3) PWfe-30 fRRT. 

(4) feWfe-o.isoffeT. 

(5) fefet TT^rT-0.1 fRRT. 

(6) ffet^fe^-0.15fRm 
W? ^pRfe60 iFT-TIT. 

5. fe§7 W, RWf Fl wl ^ feW F ffe RRSj <# 

?kk rt: wirf W Wt ftPrWRnf i 

6. rrt fet mPW fe: rirW rrrk ^ ffe; Wfe \ 

7. fed Pf*l$W Rife. 

R'fe f fett feft fefe 

9. Wife RR fem 2 WtIT- RF Wife few ^ I 
10. feifel rtr fern feel tro^i rhf feW Ft I 

IT Wfe* ^ W wra i 

12. fecF ffem *[FTR fe -llWl feidH ^ TO 
Ife rirv^f fer feffe kt i 

13. fefe^fWWfeFF I 

-14. feW %R FlR ffek ffeF RRFTSTfeH rt 


_____ _JT - A V 

i§? ft 4TO rtrt 3tk 7m 


(f) Ftf RTRpR rW rmr, Wr rt Rrfe f feWffe 
Tlfe Ft RRlfe Ft fefe ^ TMIR f 3RRTR 
W RT W F fekMfe Wt FRR RT fW ^ 
RfeRR R ffefe RT RfetfT Riff Ft 'aiiife | 

(W) ferfRRT fR WW sW ST^WW Wfer RT 

°4Wifl R fr ft Wrt kk fe fW fe 
fet ! 

(R) W 3FFT--3FRT felfe Ft Rffift t I 

(R) feffel 3RRTR 

k WtclFt Wf IfefRffetfR%ferffet*FtRW 
R RF?T feRRl FT Rt Wr WTT ^ RFcTl t l" 


15. RRfefF Rf, RF.Rfefe Wt 

RHTRi< , WlF fe 1 

16. FTfJR fe, '$$ felffe, i^RR WT fe WRR 
t Wcl R f I 


18. Tfe|RRF FIR fe WfT ffek rWW RT feW 
BTdWRff I 
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3fhrffer «FT g-ft 


^ wnfct Ftar aft? Tit 


19. ^ 3fft ^ ^IldH Wlf I 

20 . fftfawfa anf.it. i 

21. spfftt ^ fm msr i 

22 - M<lRrf-d1Hlc1 filch-Ml 3 nf.it. i 


23. frjnlfcH fefaqi 250 fft.TIT. 


(ii) sFR TE. 13 HfaMf ~£ WH Tt PfHPcrinsld W 
w 13 PiHfafwi 3T«i^ : - 

(ii) iaifas faftM 

(iii) m$t, aft* ^ ^ itfm, ^t 

fefrf, itfmf, ftfeif i 

(iv) '3ITFTif f^ <^T 

(v) loo ft ?M 3 3Rfw ^f 3rmn i f^r snvtefa, 

3TFMT, f^FTT Tft.3Tt. aft* itn 

(vi) 


"Sm^TT, 3T«rt^ :- 

srfafwr ^ srsqrc 4 ^ ■a*w* 3ftt 3T«fto wi 
srfaftm fini arigr ^ft nf t f^F ^ faHfcff&d ?nff ^ 

3ftf(? T!pjt fqsh^ 3i^?il^ci if 31n4d <rili< : 

W aftnM i 3T3^t ^ nr *i ii f¥^fe ^tf 

0®) ^tf 3tkfy^ri- 3miH, srfHfa fed 

Ylf^T W\ 7P#<T ^ cTRfe m ii 3TT«TH 

m erter ^ 3rfMfafed ferftt m fni?T if 
Wmh i'Wtnm *T3ifar Tf wft i 

(n) sftafsrcr ipr ftmf ^ 3reft ar^^fcmrcf ##n ^t 
^tet i w\ ^m*rft aft* ii t£ arft#^ ?ti 
tsm^i 

(^) aftafw s^fTT-awT isitir ^ff^nitt i 

(t) aftafanr faMdi ^ iiifPro 

sirom i lifter ^Bt ^jicft $ i -qf^rf 3% sftaM 

■it ^TT i n^cT Mf<dif ^T it fasfr-4 f^nr 
# i”i 


(vii) felftH Infed m T%n ^feddH fafdfUfa^ii 

(iii) Ml. 14, 14-^F, 15, 25, 26, 27, 28.3?fc33 eftn f^T I 


(2) ar^jitz-i i“y)jWlaH-^hi)^(gi§tnni-M^^Trfwr^m)”,‘iiifinyfaitoT^ wh mrHHfdfeid w 
^Fim, 3T8lf^ :— 


1 

2 

3 

3111) W) 'JH - 31) H (Tj7#q fpf-Mft %TT TTfilTOT) ” 

fifaWI 

7 4^PH(2TTfeft ^TfecT 21 ^ 22”l 


[TFT. 4 T^T-11014/4/2005-^t ^ ^ it ^ 


tm tefm, ■ign?f Ttfwt 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 4th August, 2006 

G.S.R. 471(E). —The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, which 
the Central Government proposes to make, after consultation with the Drugs Technical Advisory Board, in exercise of the 
powers conferred by Section 12 and Section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as 
required by the said sections for the information of all persons likely to be affected thereby, and notice is hereby given that 
the said draft rules will be taken into consideration after the expiry of a period of forty-five days from the date on which the 
copies of the Official Gazette in which this notification is published, are made available to the public; 
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Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Health and Family Welfare, 
Government of India, Nirman Bhavan, New Delhi-110011; 

Any objection or suggestion which may be received from any person with respect to the said draft rules before the 
expiry of the period as specified above will be taken into consideration by the Central Government. 

DRAFT RULES 

1. (1) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 2006. 

(2) They shall come into force on the date of their final publication in the Official Gazette. 

2. In the Drugs & Cosmetics Rules, 1945 

(1) in Schedule K,— 

(i) for the entries at Serial number 12, the following shall be substituted, namely:— 


CLASS OF DRUGS 

u 12. The follwing commonly used drugs, namely 

1. Substances intended to be used for 
destruction of vermin or insects, which cause 
disease in human beings or animals, viz. insecticides 
and disinfectants. 

2. Mechanical contraceptives. 

3. Vaginal contraceptive pessaries containing 
Nonoxynol. 

4. Chemical contraceptive having the following 
composition per tablet:— 

(1) DL-Norgestrel-0.30 mg. 

Ethinyloestradiol-0.03 mg. 

(2) Levonorgestrel-0.15 mg. 

Ethinyloestradiol-0.03 mg. 

(3) Centchroman-30 mg. 

(4) Desogestrel-0.150 mg. 

Ethinyloestradiol-0.030 mg. 

(5) Levonorgestrel-0.1 mg. 

Ethinyloestradiol-0.02 mg. 

(6) Levonorgestrel-0.15 mg. 

Ethinyloestradiol-0.03 mg. 

Ferrous Fumerate-60 mg. 

5. Preparations applied to human body for the 
purpose of repelling insects like mosquitoes. 

6. Medicated Dressings and Bandages for First Aid. 

7. Oral Rehydration Salts l.P. 

8. White or Yellow Petroleum Jelly 1 ,P. 

9. N icotine gum containing upto 2mg of nicotine. 

10. Analgesic balms containing only volatile 
ingredients. 

11. Gripe Water for infants. 


EXTENT AND CONDITIONS OF EXEMPTION 

The provisions of Chapter IV of the Act and Rules 

thereunder, which require them to be covered by 

a sale licence subject to the following conditions: 

(a) No drug shall be sold or stored after the date of 
expiration of potency recorded on its container, 
label or wrapper, or in violation of any statement 
or direction recorded on such container, label 
or wrapper. 

(b) Drugs shall be purchased from a manufacturer or 
dealer licensed under these Rules, and records of 
such purchase shall be maintained. 

(c) Drugs are stored separately. 

(d) Drugs are sold in the original unopened container 
of licensed manufactures, provided that in case of 
drugs packed in strips, single strips can be sold.” 


[WII—Tgqg3(i)1 
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CLASS OF DRUGS _ EXTENT AND CONDITIONS OF EXEMPTION 


12. Inhalers containing essential oils meant for relief 
of cold and nasal congestion. 

13. Lozenges for sore throat. 

14. Creams for bums containing Silver Sulphadiazine 
or Acriflavine. 

15. Absorbent cotton wool, handages, absorbent 
gauze, adhesive plaster, adhesive tapes. 

16. Castor oil, liquid paraffin, Epsom salt, and 
psyllium preparations. 

17. Eucalyptus oil I.P. 

18. Antiseptic creams and lotions not containing 
antibiotics or steroids. 

19. Medicated preparations meant for mouth wash 
and mouth rinse. 


20. Glycerine I.P. 

21. Skin powder meant for prickly heat. 

22. Paracetamol Tablets I.P. 

23. lodochlorhydroxy quinoline Tablets 250 mg. 


(ii) for the entries at 13, the following shall be substituted, namely:— 


“13. The foilwing household remedies, namely 

(ii) Antacid Prepareations 

(iii) Syrups, lozenges, pills, tablets for cough, 
cold and sore throat 

(iv) Liniments for external use 

(v) Tincture iodine, Tincture Benzoin Co. and 
Mercurochrome solution in container not 
exceeding 100ml. 

(vi) Gum paints 

(vii) Calcium preparations with or without 
Vitamin D 


(iii) the entries at serial numbers 14,14A, 15, 


The provisions of Chapter IV of the Act and Rules 

thereunder, which require them to be covered with 

a sale licence subject to the following conditions: , 

(a) The drugs do not contain any substance 
specified in Schedule G, H or X. 

(b) No Drug shall be sold or stored after the date of 
expiration of potency recorded on its container, 
label or wrapper, or in violation of any statement 
or direction recorded on such container, label or 
wrapper. 

(c) The Drugs shall be purchased from a manufac¬ 
turer or dealer licensed under these Rules, and 
records of such purchase shall be maintained. 

(d) Drugs are stored separately. 

(e) Drugs are sold in the original unopened container 
of licensed manufactures, provided that in case of 
drugs packed in strips, single strips can be sold.” 

i, 26,27,28 and 33 shall be omitted. 


(2) In Schedule P-1, for the entry relating to ‘Progestogen Oestrogen (combinations for oral contraception)’, the 
following shall be substituted, namely:— 


1 

2 

3 

“Progestogen-oestrogen 
(Combinations for oral contraception) 

Tablets 

21 or 22 with or without 7 placebo/Ferrous 
Fumerate”. 



[F. No. X.-11014/4/2005-DMS&PFA] 
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